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11 MANNER IN WHICH IT IS PROPOSED TO DEVIATE FROM THE REQUIRE ENTS OF THE’APPLICABLE STANDARD 

% It 1s proposed to devbate from the provtsions of 29 CFR 1040 1 l(c) m that the accessible emtsslon Level wauld exceed the 
accessibleemlssion Iimttsspeclfied in 21 CFR 1040.1 l(c). 

q It IS proposed to deviate from the provision of 21 CFR 1040 1 t(c) as follows: 

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION 

0 Laser hght shows and dlspla 
of the limits Imposed by 2 1 r 

s are accepted popular medm m entertacnment and the arts. Use of power levels II-I excess 
FR 1040 11 (c) IS necessary to achteve the required effects In these medta 

q Other or addltlonal advantages (describe andexplain). 
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13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED (Check asma~ytloxes arap@ . 4n /tern 14 “Remarks, “just@ any 
boxes not checked, using additional sheets as necessary. State any other means of radiation ~~ot~ttion that WI/ be used.) .Y 

a. All laser products, systems, shows, and projectorswlll be certlfled to comply with 21 CFR 1040.10 and the condltlons of thts variance and will 
be reported as required by 2 1 CFR 1002.10 and 1002 12 using the reporting gutdes provided for such purpose. These actions WIII be 
accomphshed prior to any mtroduction Into commerce 

b Effects not specIfIcally Indicated IFI thrs variance appiicattan wrll not be performed. No other tzffects will be added until an amendment to 
the variance has been obtained and the required reports or supplements, as applicable. have been submitted. 

C Scannin 
9 

, prelection. or reflection of laser and collateral radlatton ~~~g~tshowradi~~~o~~ rnto audience or other accessible uncontrolled 
areas WI I not be permitted except for drffuse refiectlons produced by the atmosphere, added atmospheric scattering media, and target 
screens 

d Laser radlatton levels In excess of the llmlts of Class I will not be permitted at an 
persons other than operators. performers, or empfoyees are permitted to Stan cl 

point lessthan 3 0 meters above any surface upon which 
or 2.5 meters below or m lateral separation from any place 

where such persons are permitted to be. Operators, performers, and employees will not be requfred or allowed to vtew radiation above the 
Irmlts of Class I or be exposed to radlatlon above the timits specified In 21 CFR 1040.1 l(c) 

e. Any product whbch reltes on scannmg to meet access, exposure, or product class iirn& will mcalrporate a scannmg safeguard system whtch 
directly senses scanner motion and which WIII react fast enough to preclude exceeding the applicable lrmlt 

f. All laser lrght shows shall be under the direct and personal control of trained, competent operator(s). The operator(s) will: 

(1) lmmedrateiy termmate the emission of hght show ra&at!on cn the event of any unsafe cond&on; 

(2) Be located where all beam paths can be directly observed at all times; and 

(3) Be an employee of the varlaince holder who well be responsible forthe trafnmg and the conduct of the operator 

9 The maximum laser projector output power will not exceed the level required to obtain the mtended effects. 

h. The projectton system (i-e., the projector and all other components used to produce the fightin 
Immoblllzed to prevent untntended movement or misalignment 
prevent overfillmg of screens, beam stops, targets, etc. 

Beam maskmg wit1 be provlc 9 
effects) will be securely mounted or 

ed as an tnherent part of the system design to 

Laser projectors wtll not be delivered to any other party under an agreement of sale, lease, or loan unless and untii the recipient 
demonstrates that they have a variance in effect at the time of delivery that permits them to produce laser light shows mcorporatrng such 
proJector 

J. In addltlon to the requirements of 21 CFR 1040 10(h), the manufacturer of laser projectors/systems WI/I provide to parties who purchase, 
lease, or borrow the equipment, adequate users’ mstructlons for safe Installation and operation which explatn the responstbtllty of the 
rectpcent as an Independent II 

4 
ht show manufacturer to submtt the requbred reports and apply for and obtacn a variance from CDRH prior to 

lntroductfon Into commerceo any laser light shows 

k The requirements of 21 CFR 1002 30(a)(l) and (2) wtli beaccomphshed through the use of written procedures for setup, ahgnment, testmg. 
and performance of each show These procedures WIII be in sufficient detatl to ensure compilance with 21 CFR 1040 10, the conditions of thus 
variance, and the control of access to radlatlon areas using the procedures described m the ANSI 2136 1 standard for the safe use of lasers 
{American National Standards Institute, 1430 Broadway, New York, NY 10018) or any other equivalent user consensus standard and, where 
applicable, state or local requirements Laser radbatlon areaswhIch can contain radiation levels above the hmitsspec~fied in 21 CFR 
1040 1 l(c) WII! be clearly ldentlfled by the postmg of warning signs and/or restricting access through physical means (such aspressure 
swttrhes, photo cells, barriers, guards, etc.). These requtrements apply to temporary areas (sut:~ asdwring set up andalignment procedures) 
and to final or permanent areas The variance holder will retam the records of these procedures and the results of all testsas required by 21 
CFR 7002 31 A copy of the variance appltcatlon, the approval letter, current procedures, and records relatmg to each particular show WIII be 
wrth the operator or other responsrble indlvldual and w~li be made avarlable for mspectlon by FDA and other responsible au*horrtces 
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PuMic reporting burden for this collection of i~~~r~ation IS emnated to average .5 hours per response, tncludmg the trme fo 
revrewmg mstructrons, searchmg existing data sources, gathertng and marntammg the data needed, and completing anr 
revrewing the collectron of mformatron. Send COMM~NT5 regardmg this burden estrmate or any other aspect of this collectrot 
of informatron, mcludrng suggestrons for reducing thts burden, to: 

Reports Clearance Officer, P W S  
Hubert H. Humphrey Burldtng, Room 721-R 
200 independence Avenue, SW. 
Washrngton. DC 20201 
Attn: PRA 

and to: Office of Management and Budget 
P~pe~ork Reduction Project (0910-0025) 
Washmgton, DC 20503 

Please DO NOT RETURN thus applicatron to e&her ofthese addresses. 
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